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information about installation, service
and maintenance, operating and safety
instructions, and its potential hazards,
to provide reasonable assurance that
the radiation safety properties of the
source or device are adequate to pro-
tect health and minimize danger to life
and property.

(d) The NRC normally evaluates a
sealed source or a device using radi-
ation safety criteria in accepted indus-
try standards. If these standards and
criteria do not readily apply to a par-
ticular case, the NRC formulates rea-
sonable standards and criteria with the
help of the manufacturer or dis-
tributor. The NRC shall use criteria
and standards sufficient to ensure that
the radiation safety properties of the
device or sealed source are adequate to
protect health and minimize danger to
life and property. Subpart A of this
part includes specific criteria that
apply to certain exempt products and
subpart B includes specific criteria ap-
plicable to certain generally licensed
devices. Subpart C includes specific
provisions that apply to certain specifi-
cally licensed items.

(e) After completion of the evalua-
tion, the Commission issues a certifi-
cate of registration to the person mak-
ing the request. The certificate of reg-
istration acknowledges the availability
of the submitted information for inclu-
sion in an application for a specific li-
cense proposing use of the product, or
concerning use under an exemption
from licensing or general license as ap-
plicable for the category of certificate.

(f) The person submitting the request
for evaluation and registration of safe-
ty information about the product shall
manufacture and distribute the prod-
uct in accordance with—

(1) The statements and representa-
tions, including quality control pro-
gram, contained in the request; and

(2) The provisions of the registration
certificate.

(g) Authority to manufacture or ini-
tially distribute a sealed source or de-
vice to specific licensees may be pro-
vided in the license without the
issuance of a certificate of registration
in the following cases:

(1) Calibration and reference sources
containing no more than:
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(i) 37 MBq (1 mCi), for beta and/or
gamma emitting radionuclides; or

(ii) 0.37 MBq (10 pCi), for alpha emit-
ting radionuclides; or

(2) The intended recipients are quali-
fied by training and experience and
have sufficient facilities and equip-
ment to safely use and handle the re-
quested quantity of radioactive mate-
rial in any form in the case of unregis-
tered sources or, for registered sealed
sources contained in unregistered de-
vices, are qualified by training and ex-
perience and have sufficient facilities
and equipment to safely use and handle
the requested quantity of radioactive
material in unshielded form, as speci-
fied in their licenses; and

(i) The intended recipients are 1li-
censed under part 33 of this chapter or
comparable provisions of an Agreement
State; or

(ii) The recipients are authorized for
research and development; or

(iii) The sources and devices are to be
built to the unique specifications of the
particular recipient and contain no
more than 740 GBq (20 Ci) of tritium or
7.4 GBaq (200 mCi) of any other radio-
nuclide.

(h) After the certificate is issued, the
Commission may conduct an additional
review as it determines is necessary to
ensure compliance with current regu-
latory standards. In conducting its re-
view, the Commission will complete its
evaluation in accordance with criteria
specified in this section. The Commis-
sion may request such additional infor-
mation as it considers necessary to
conduct its review and the certificate
holder shall provide the information as
requested.

[62 FR 27786, July 24, 1987, as amended at 60
FR 24551, May 9, 1995; 68 FR 58805, Oct. 10,
2003; 73 FR 5719, Jan. 31, 2008; 77 FR 43695,
July 25, 2012]

§32.211 Inactivation of certificates of
registration of sealed sources and
devices.

(a) A certificate holder who no longer
manufactures or initially transfers any
of the sealed source(s) or device(s) cov-
ered by a particular certificate issued
by the Commission shall request inac-
tivation of the registration certificate.
Such a request must be made to the
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NRC’s Office of Federal and State Ma-
terials and Environmental Manage-
ment Programs, ATTN: SSDR by an
appropriate method listed in §30.6(a) of
this chapter and must normally be
made no later than two years after ini-
tial distribution of all of the source(s)
or device(s) covered by the certificate
has ceased. However, if the certificate
holder determines that an initial trans-
fer was in fact the last initial transfer
more than two years after that trans-
fer, the certificate holder shall request
inactivation of the certificate within 90
days of this determination and briefly
describe the circumstances of the
delay.

(b) If a distribution license is to be
terminated in accordance with §30.36 of
this chapter, the licensee shall request
inactivation of its registration certifi-
cates associated with that distribution
license before the Commission will ter-
minate the license. Such a request for
inactivation of certificate(s) must indi-
cate that the license is being termi-
nated and include the associated spe-
cific license number.

(c) A specific license to manufacture
or initially transfer a source or device
covered only by an inactivated certifi-
cate no longer authorizes the licensee
to initially transfer such sources or de-
vices for use. Servicing of devices must
be in accordance with any conditions
in the certificate, including in the case
of an inactive certificate.

[77 FR 43695, July 25, 2012]

Subpart E—Violations

§32.301 Violations.

(a) The Commission may obtain an
injunction or other court order to pre-
vent a violation of the provisions of—

(1) The Atomic Energy Act of 1954, as
amended;

(2) Title II of the Energy Reorganiza-
tion Act of 1974, as amended; or

(3) A regulation or order issued pur-
suant to those Acts.

(b) The Commission may obtain a
court order for the payment of a civil
penalty imposed under section 234 of
the Atomic Energy Act:

(1) For violations of—
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(i) Sections 53, 57, 62, 63, 81, 82, 101,
103, 104, 107, or 109 of the Atomic En-
ergy Act of 1954, as amended;

(ii) Section 206 of the Energy Reorga-
nization Act;

(iii) Any rule, regulation, or order
issued pursuant to the sections speci-
fied in paragraph (b)(1)(i) of this sec-
tion;

(iv) Any term, condition, or limita-
tion of any license issued under the
sections specified in paragraph (b)(1)(i)
of this section.

(2) For any violation for which a li-
cense may be revoked under section 186
of the Atomic Energy Act of 1954, as
amended.

[67 FR 55073, Nov. 24, 1992]

§32.303 Criminal penalties.

(a) Section 223 of the Atomic Energy
Act of 1954, as amended, provides for
criminal sanctions for willful violation
of, attempted violation of, or con-
spiracy to violate, any regulation
issued under sections 161b, 161i, or 1610
of the Act. For purposes of section 223,
all the regulations in part 32 are issued
under one or more of sections 161b, 161i,
or 1610, except for the sections listed in
paragraph (b) of this section.

(b) The regulations in part 32 that
are not issued under subsections 161b,
161i, or 1610 for the purposes of section
223 are as follows: §§32.1, 32.2, 32.8, 32.11,
32.14, 32.18, 32.21, 32.22, 32.23, 32.24, 32.26,
32.27, 32.28, 32.30, 32.31, 32.51, 32.53, 32.57,
32.61, 32.71, 32.72, 32.74, 32.301, and 32.303.

[67 FR 55073, Nov. 24, 1992, as amended at 59
FR 61781, Dec. 2, 1994; 73 FR 42674, July 23,
2008; 77 FR 43696, July 25, 2012]

PART 33—SPECIFIC DOMESTIC LI-
CENSES OF BROAD SCOPE FOR
BYPRODUCT MATERIAL

Sec.

33.1 Purpose and scope.

33.8 Information collection requirements:
OMB approval.

SPECIFIC LICENSES OF BROAD SCOPE

33.11 Types of specific licenses of broad
scope.

33.12 Applications for specific licenses of
broad scope.

33.13 Requirements for the issuance of a
Type A specific license of broad scope.

650



		Superintendent of Documents
	2013-03-29T12:27:25-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




